Best Available Copy 

08/01/2010 14:36 202-362-5163 



FEDEX OFFICE 0388 



PAGE 16 



Rgms£kS 



43, 48-53, 55, 60, 62, 67 and new Oalms 
ianoeled without prejudice. 



The dalms now pending are Claims 31 
68 and 69 are added. Claims 44 and 45 are 

The remarks below address first the rejections under 35 U.S.C§ 112, Second 
Paragraph, and thereafter the rejections undir 35 U.S.C |l103. 
L ReiediQns under 35 U.S,CS U2^Seaind faragrap^ 

1. Claim Obiectrons on Paoe 2. Paragran>i ^ nf the Office Acfjpj ]. The objections to 



Qalms 48, 62 and 63 are overcome by coniec^ing the typographical error of an added 
period has been deleted In each claim. 

2- C fa i ULRgigcBons tinder 35 llS £fA - X%t Second Par a.qE a ph..Qn Pa g e Z P a taaBBb 



pf the Q ffic^Acbon regarding aaims 39^47. 55. 6Q and fg -gg. 



A, Indefiniteness in Claim 39 is ovslroome by amendn^ents to add positive 
recitation of ^material wJth a netioular or lamir ar strxicture", 

B. Rejection of Clarm 46 and new c larms 68 and 69 as fndefrnite is ovensome 
by amendments which fndude appnDpriate anteoedents and which recfte certain 
dimensions of the new device as described in 
shown In oonraponding drawings In Fig. la. 

(1) total length of the device is the distance between labeled locations d and z, 

(2) width of tMe trapezoid small base is 

and b, 

(3) . width of the trapezoid large base in 

and h; 

(4) the distance between ends of front 
a and a; and 

(5) the distance between ends F, F of t|>e near arms is indicated by labeled 
locations \ and r. 

Also, in Claim 46 the dimension of hole 
and xe, where xy = 0,6 to and ye = 0.6 txj) 1.6, so that ttie diameter ye = 1.2 to 
3.2 cm. 



the specification on pages 4-5 and as 
I =or example, 



the distance between locaUons labeled b 
the distance between focadons labeled h 
^rms E, E is Indicated by labded locations 



U Is the diameter represented by radii xy 



-13- 



PAGE16/26'RCYDATm02:36:02ll[EastemDayli^^^ ' DURATION (inni-ss):0MO 



08/01/2010 14:36 202-362-5163 



FEDEX OFFICE 0388 



PAGE 17 



In vfew Of the above amendments in Claims 46, 68 and 69 It Is believed that the 
objections re Insufficient antecedent basis are overcome, 

RetecHon df Qarms 48-53. 6ft anrf ^?-qf;jgjog,a^^ The phrase 
**posslbly tenston free" fs deleted by the current amendments to these claims. The 
feature of "tension free" Is spedflcatty recited In CSaim 55. 

ReiectiQn of Claim 55 for irx^uffic^^ apnprp^^; J^ggjg_ j^]^ 

overoome 

by the amendment to make darm 55 dependent on method dalm 48. 

further rejection .tD.Claim 55 regarding an offij^f^ ^« fsentlal s;^ This 1$ 
overcome by amendments of adding Steps. 

F. Ibg relecBons of.Cfaims 62>66 fMJnsufnclent an tecedent baste. ThiSis 
overcome by changing "^the flat impJantable device" to "a flat implantable devlce\ 

a.e-furth€r relecB pns of aalms 62hS6 Jn the last paragraph 9f p^ qf» a nf 
thg^OEBsg^AdipjD Lceqg inaP DrODriate portlons_of_the Mark qsJidajm 

terminofoqy. This \s overDome by omissions of selected text as indicated. 

The jgtectten on Patr^ 5 of thg Qffir^ ftr^in n of cuiip^ ^ .■? ._4Zand 60 ^ 
dependent on refected Qaim 46. This is bePieved moot; in view of the above^dfscussed 
amendments to Oalms 44 and 46. 

IL_Reied:iQns on Prior Ait 

All pending dalms 31-66 have l^en rejeded under 35 U,S.C. § 103(a): (1) as 
obvtotis over Landgrebe et af. in view of Rehif, or (2) as obvfous over Landgrebe et ak 
In view of Rehil and one or more addfdonal prior art refierences. 

It is respectfully submitted that alt the rejections based on die prfmary prior art 
refBrenoe to Landgrebe et al, wBI be overojme, and thus the other rejections based on 
still addflSonal prior art wflll be moot Aooordingfy^ the Remarks at this time will focus on 
Landgrebe et aL 

Landgrebe et al. is dted for disdosing all the elements Cor stqjs) of the present 
device dalms and method daims respectfully, except for the hole and cleft disclosed by 
Rehil. It Is naspectfully submitted that the Remaris below will demonstrate (a) that 
Landgrebe et al. IbIIs to disdose numen^us material and critical features of the present 
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invention, (b) that landgrebe et al. is intended for a totally different object and 
function, (c) that landgrebe et al cannot be used or usefW in the field of the present 
Invention, and (d) that Landgrebe et al. ev«n if modified or cjombined with Rehrl w«i not 
and cannot meet the present daim Ifnittattons, and (e) finally that based on the above; 
these is no teaching, suggestion or mob'vation In Landgrebe et al. or Rehll to reasonabfy 
combine them as proposed in the present regions. 

In the first place it is believed that the disclosure in Landgrebe et al. is 
misunderstood and consequently the various assertions in tfie r^ons are believed to 
be erroneous. 

DlSCusstan of th^ pfaclom -fff r ' P Pdarabe Pt al. 

A first misundetstanding of Landgnsbe et al. is about the final position of the 
device In the female pelvis. The iBustrab'on below shows the positioning of Landgrebe's 
device (see ool. 3 lines ^38, lines 57-eO): 



17. 
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PetHtenIng erLim««raba% dovio 
UiiMiientuDi putdeum 




Musemua nchm aMomhito 



It is evident that it can only hold bladder (and urinary bladder, see cdI. 1 lines 
ACHQ, 53-54), but not any other female pelvic organ (uterus and/or enterwste which 
ane never mentioned by Landgrebe and evidently are not supported by the therein 
desafbed device). ms.f}9^<x Of landairbftjs.only s uitable for th ^ siimPt y rr "Hn»n^ ^ 
unnaTV jncontihonce (dt^W pf^vj r nrn|fln«i g) and at most (when the pelvic fkw is 
sBII functional and the uterus is still in its cxjrrect anatonHcai position) corrw* cystocele 
(that is the prolapse of bladder only, this pathological oondfton is also caHed partial 
prolapse). 

The P?iectlor» states that Landgrebe's device is "tor supporting female pelvic 
organs'; however, Undgrebe et al. has a liar more limited objective^ namely, 
suspension of the urinary bladder (Column i, lines 3-5, and Id pinvide an Implant fbr 
reliable treatment of Incontinence of urine in women" (Cdumrt 1, lines 33-35). 
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The device of Landgrebe et al. has a shape (triangle like or elongated oval) and 
the bridle^lte prelections (5,6 and 7,8) which are suitably designed for supporting 
'elasttelhr as on an hammodc the urlnafy btadcter (see ool. 2 lirws S3-54) and ftir 
being anchored two profecttons at Kgamentum pubicum the other two projecHons at the 
musde rectum abdominis. 

Projections 7 and 8 are essentially opposite in direction (downwards) wfth 
respect to projections 5 and 6 (upwards) (see Rg. 1 and ool.2, lines 48-51). Projections 
7 and 8 are essentially parallel each other (see figure 1 and col. 2 lines 51-54) and are 
longer than projecHons 5 and 6 (see daim 4). 

Pr(?|ectfens 5 and 6 ere essentially parallel with inspect to the longitucRnal axis 
L-L and start at a certain distance firom the comer 2 (see col. 2 lines 36-44). it is 
therefore evident ttiat the two projections 5 and 6 are essentially parallel each other 
and are directed upwards (or at most each slightly diverging of a 20" angle from the 
longitudinal axis L-L, see col. 2 lines, 38-44), but for certain t hey_ cannot be .^n as 

osaM- 

In geometry, coaxial means that two or more forms share a common axis. 
The rejectJon states that these two arms are coaxial when the device is folded in half 
longitudinally. It is respectfolly submitted that this assertion is mconect, and that such 
is a proposed altefaHon or conversion without reasonable basis, and In feet would result 
in a non-usable device for Landgrebe or for applicant. If the device is folded in half 
longitudinally, firstly it Is no use for supporUng the Madder, and anyway the two arms 
(which are arranged in miitor symmetry to the longitudinal axis L-L, see col. 2 lines 41- 
44) when foklGd are superposed one upon the other becoming parallel and projecting in 
the same direction, and thus are not coaxial, even if flat, Landgnsbe's device has a 
certain thickness (Le. at 0.07 mm, see col. 3, lines 12-M), and therefore it cannot be 
freated as if as a theoretical geomeWc shape on an Ideal plane (whose thickness is 
ideally zero). 
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Impoitant in Landgrebe's device Is the presence of a semldrcular to oval 
extenston positioned between projections 5 and 6; this is needed for supporting the 
bfadder neck (see daim 5, ool. 6 Ifnes 1-7). 

ftjithermor^ it should be noted that Landgi^be's device Is unidlraltonaliy 
e)(tendable in length (fongltudinally) (see ool. 3, lines 50-51). This Is because it has to 
allow filling and enr»pting of the btedder. Therefore Landgrebe is silent about: 

- shapes of the central portion of the devJoe (base 1) other than trlangle- 
Ulce or over elongated; 

- dlspositfon of the prelections (5 and 6, 7 and 8) at angle higher than 2XP 
with respect to axis H; 

- dtepositfon of projections 5 and 6 In a manner that the/ do not result to 
go In opposite dfrertions with re^sect to pnqjeciions 7 and 8; 

- anchoring points of the projections other than ligamentum pubicum and 
muscle rectum abdominis; 

- ebout a possible hole in the central portion of the device (such an hole 
would have been detrimental or of non-use in Landgrebe device), 

THE ftRESEim^Y CLAIMED DEVIgg 

The present invention rs further described and rllusb^ted below, particularly 
positioning of this device In the female pelvis: 
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PootKonim^ or bisteit devfco 




The two front arms of the device (he. arms E) branch off the smaller base of 
the (isosceles) trapezoid body of the device. These arms ar^ coaxial and parallel to the 
smaller trapezoid base and extend fn opposite direcBons. These arms become fl)«rf at 
the tendineous arch of the levator anr (one at right side and the other at left side). The 
two rear amis of the device (Le, arms F) branch off the larger base of tfie trapezoid 
body. These arms are divergent from each other and generally parallel to the slanting 
sides of the trapezium, and bea5me fixed at the sacrospinous lament. 

It should be now evident that the positioning of the present invention is 
completely different fmm that of Landgrebe device. By positioning as above 
represented, the new devloB has been designed, with the Included hole of suitable 
dimension, for surroumfing the uterus, with said hole suitably positioned in the central 
portion of the trapezoid body and a deft suitable for allowing, during surgery, an easier 
the positioning of the device and its hole around the uterus. 

gRESEWT roVEIfriQfLvS,JUIMGREBE 
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Instant d&rtoft Landgrebe'adwtea 




From the above structural and functronal dffferences it is evident that the 
present invention dlfferenoes go wen beyond the simple presence of a hole and a deft 



71^ 
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In Landgrebe the central portion of the devfoe Is called "base 1", and it dearly 
refers to the triangfe-iiTce central portion of the device. The present daims redte the 
word ''base" meBning the two parallel edges of the trapezoid (Ke. in geometry the 
smaller or minor base and the farger or major base). Thus, the term "base" in the 
present daims 1$ totally different from the temn "^se" used in Landgrebe et al. 

In addition to all tl>e structural differences and different objects between the 
present Invention and Landgrebe, it |s requested^ merely far the sake of angument, that 
a surgeon attempts to use Langrebe's device for andioring it in the pelvis at the same 
four anchoring points of the instant d^ffce (whfdi were anyway not mentioned at all by 
Landgrebe). 

Landgrebe's device cannot be used In place of the present invention. Several 
and material modifications (would be required, fer more than the simple addition of a 
hole and a deft}* 

1. arms and legs would have to be shortened and nxTved wide apart (more than 
20* from the tongitudinaf axis L-L), probably produdng folds or overtenslon at 
the brandiing-off points thus weakening their holding capabiBty; 

2. A hole has to be made in the triangle-like central portion; 

3. the extension in the region of comer (2) has to be cut away otherwise the 
bladder neck or the urethra couki have been strangulated by this extension; 

4. the base (i.e. geometry speaking the lower side) of the triengle-like portion {side 
between projections 7 and 8) has to be modelled for b^ng suitably shaped (from 
convex to concave) to avoid strangling the rectum. 

TTiese s peg i lg tlve modrPrcattons are Illustrated In the drawing below with dashed 
lines to show how the Landgrebe et al. device would have to be reconstructed. 
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It is respectfully submitted that many modifications cannot be consktered 
obvious under 35 U.S.C § 103. 

COMBIMATIQW OP Landarehi. wi^^ p^hil 

The Applicant remarks that this combination iS not feasible because ttiere are 
no hhits nor suggestions in Landgrebe nor in Rehil to combine them. 

In the medical fields different anatomical regions have so many diflferent 
pecularitfes due to completely different physiology, that If there is not a dear hint from 
a dOQjment to another which refers t» a oompletsfy different anatomical oompartnwnt, 
such a combination of documents Is not inherentfy obvious. The simple f&ct of being 
related Id the medical field Is not enoiqh ftxr being combined. 

All the more Rehli disdoses a device which is not suitable for supporting the 

load of organs, but at mcstJSJiSfifui for nrt^q,^ from rising, ft should be 

Clear that a teadiing for preventing something to rise is not suitable for pitting 
something to fall, if a hole of Rehil were added to the Lindgi«be device whidi is 
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desiflfied for preventing the bladder fmm felling down, the result would allow the 

bladder to fell in the hole, thus defeating the oi?iert Of Undgr^etal. Thensfbre the 
teaching of Rehil would have never been ot>vious for combination. 

Additionally, Landgrebe is silent about other possible ancho»1n9 points for the 
therein described hammock for the bladder. 

It is noted with appreciation that daim 67 has been allowed. It has recently 
been discovered that this allowed claim has two inadvertent typographical erwr^- 
nameV: (a) in the la^ parag,^.ph, after «sald method comprises: making an incision 
extending ftom the ftpnt vaginal v^ll t» the", -cen^' shouW be .placed by 'rear 
vaginal war, and (b) In the last line the phrase "neck of the uterus" shouW be replaced 
by "sacmspinous ligament or to the liiecoocygeal musde." These oon«tfons are made 
in the above amendments to the daims, and It is requested that the Examiner sbH find 
this daim allowable. 
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